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FORT WASHINC
- THE 7i5A MEDICAL PRODUCTS REPOF TING PROGRAM *3117578-0-0
A. Patie 0 atio pe edicatio
1. Patient identifier 2. Age st time 3.Sex 4 Welght 1. Name (give labsied strength & mfriabeler, if known)
of avent:
or 37 yrs {X)female |unk lbs #1 Extra Strength TYLENOL Gelcaps
Daste or 2
In contidence of birth: { Jmale kgs 2. Doss, frequency & routa used  [3. Tharapy dates (if unknown, give duration)
B. Adverse eve or prod proble fromRo (or best estimate)
1. X Adverse svent and/or Product problem (e.g.. defects/msifunctions) 1#1 unknown dose, po 1 unknown
2. Outcomes attributed to adverse svent ” 2
{check all that apply) () disabiity 4. Dingnosis for use {indication) S. Event abated after use
(x) deh 3/2%/94 () congental snomaly #1 unknown stopped or dose raduced
( ) litethrestening ) Miﬂmﬂmto prevent #1 () Yes ¢ ) No X) N/,
( ) bospitalization - initial or prolonged % e dem £2
C ) other: 6. Lot # (if known) ’ 7. Exp. dete (if known) |#2 () Yes C ) No ¢ )N
3. Dats of avent 4. Date of this repost 1 LFA819 21 5/31/95 B. Event reappenred after
3/23/94 08/11/98 #2 ” reintroduction
tmo/dey/yr} imosdayiyr) Moy () No ¢X) N/,
es o
5. De t of problen 3. NDC # - for product problems onty (if known}
Consumer’s written report of DEATH allegedly associated with - - ' #2 () Yes [ ) No () N/AL
the use of Extra Strength TYLENOL® acetaminophen Gelcaps in 10Q. Concomitant medical products and therapy dates (exclude lrutmem of ovontl
her daughter. According to consumer, daughter experfenced unknown

flu symptoms (FLU SYNDROME) and an unspecified time later
died from liver failure (HEPATIC FAILURE). Mo further
information was provided.

LN
L 1. Contact office - name/sddress (& miring site far devices) |2. Phone number
McNeil Consumer Products Company 215-233-7820
Medical Affairs 3, Feport source
7050 Camp Hill Road {check all that appiy)
. Washington, PA 19034 ¢ ) foreign
¢ ) study
( ) literature
(x) consumer
. heaith
4. Date ived by f: 5. C ) professionat
(mo/dey/yt) o
08/11/98 {A) NDA ¢ 19-872 € ) user facility
8. i IND, protocol # WD # company _
PLA # ( ) reprasentative
6. Relavant tasts/laboratory data, including dates pre-1938 ( ) Yes « ) distributor
unknown 7. Type of orc ( ) other:
{check all that apply} product  (X) Yes
( ) 5-day (X)15-day

8. Adverse event termi{
¢ ) 10-day( )periodic o

(X) Initisl ( )follo%uof ODEATH FLU SYNDROME
LIVER FAILURE

9. Mifs. report number

7. Othar relevant history, including presxisting medical conditions (e, g.. allergias, 10185114
race, pregnancy, smoking and aicohol use, hepatic/renat dvsfuncdon, otc.} 3 eporte
unknNown 1. Name, address & phone #
2. Health professional? |3. Occupath 4. Inttial reporter also
R sent report to FDA
Submission of a re, does nat constitute an
m admission that mom personnel, user facility, () Yes () No () Yes () No () Unk
distributor, manufacturer or product caused or

Facsimile Form 3500A contributed to the event.



